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DETAILED ACTION 



Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 



2. Claims 11,12,13,14,15,19 and 20 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Zabara (US 4702254). 

3. Regarding claim 1 1 , Zabara discloses: A method of treating a patient with a 
movement disorder, comprising: providing at least one system control unit that 
generates stimulating pulses in accordance with prescribed parameters, which 
stimulating pulses are infusion pulses (see abstract); providing at least one catheter 
connected to the at least one system control unit (Fig 3, Element 56), which catheter 
includes at least one discharge portion; implanting the at least one catheter discharge 
portion adjacent to at least one vagus nerve to be stimulated (Fig. 3, Element 24 or 22); 
implanting the at least one system control unit at a location remote from the at least one 
tissue to be stimulated (Fig 4 and 5); tunneling the catheter subcutaneously to the 
system control unit location (See abstract); and delivering via the infusion pulses at 
least one drug to the at least one vagus nerve (See Abstract), thereby affecting a 
movement disorder in order to at least in part alleviate the movement disorder of the 



States. 
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patient being treated. Based upon the definition given by Applicant for stimulation 
pulses (Pg. 8, Paragraph 41 of application) it is assumed that stimulation pulses may 
include the use of electrical stimulation or drug infusion. 

4. Regarding claim 12, Zabara discloses: The method of claim 1 1 wherein the 
system control unit is further connected to at least one electrode (Fig 3, Element 48 and 
50), and wherein the stimulus further comprises electrical stimulation delivered via the 
at least one electrode (Fig. 3, Element 22 and 24). 

5. Regarding claim 1 3, Zabara discloses: The method of claim 12 wherein the 
electrical stimulation is delivered at a frequency less than about 100 Hz (Pg. 5, 
Paragraph starting at Ln. 11). 30-300 cycles per second is the same as a frequency of 
30-300hz, which can include frequencies less than about 100 Hz. 

6. Regarding claim 14, Zabara discloses: The method of claim 1 1 wherein the 
stimulation increases activity of the at least one vagus nerve (Reads on claim 12). 

7. Regarding claim 1 5, Zabara discloses: The method of claim 14 wherein the 
stimulation is drug stimulation provided by at least a neural depolarizing agent. A neural 
depolarizing agent could include the use of applying a voltage across a sodium ion or 
calcium ion channel and altering the voltage potential across a cell membrane. As per 
the applicants description of a stimulation pulse drug therapy could include the use of 
solely electrical therapy (Pg. 8, Paragraph 41 of application). 

8. Regarding claim 19, Zabara discloses: The method of claim 1 1 further 
comprising sensing at least one condition and using the at least one sensed condition to 
automatically determine the stimulus to apply (Pg. 6, Line 39). 
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9. Regarding claim 20, Zabara discloses: The method of claim 19 wherein the at 
least one sensed condition is electrical activity of a neural population (Pg. 3, Ln. 3). 

Claim Rejections - 35 USC § 103 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 1 . The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

12. Claims 1,2,3,4,5,7 and 9 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Rice (US 6227203) in view of Loeb (US 6051017). 

13. Regarding claim 1 , Rice discloses: A method of treating a patient with a 
movement disorder (Claim 1), comprising: providing at least one stimulator for 
controlling delivery of at least one stimulus via at least one infusion outlet (Fig 3), 
wherein the at least one stimulus comprises stimulation via at least one drug delivered 
through the at least one outlet (Fig 3); implanting the at least one stimulator entirely or 
substantially in the carotid sheath; and, using the stimulator, applying the at least one 
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stimulus to at least one vagus nerve in order to at least in part alleviate the movement 
disorder of the patient being treated (Claim 15). Applicant disclosed a device with the 
above characteristics, additionally comprised of a leadless stimulator to aid in 
miniaturization; Rice does not disclose the use of a leadless stimulator. Loeb discloses 
a fully implantable miniature stimulator (Fig 4 and 6), which is leadless. It is noted that in 
order to stimulate the vagus nerve one would have to penetrate or implant a device 
under the carotid sheath. It would be obvious to one of ordinary skill in the art to modify 
Rise's disclosure in view of Loeb in order to miniaturize a Neurostimulation device to 
reduce the amount of surgery required to implant the device. 

14. Regarding claim 2, In reference to Rice in view of Loeb in Claim 1, Rice 
discloses: The method of claim 1 wherein the stimulator further includes at least two 
electrodes (Fig 3, Element 38 and 40), and wherein the stimulus further comprises 
electrical stimulation delivered via the at least two electrodes (Pg. 5, Ln. 20). As both 
the Rice disclosure and the Loeb disclosure contain at least two electrodes it would be 
obvious to one of ordinary skill in the art to miniaturize Rice's device by implementing 
leadless stimulators as discussed by Loeb inorder to have a smaller implantable device. 

15. Regarding claim 3, In reference to Rice in view of Loeb in Claim 1, Rice 
substantially discloses: The method of claim 2 wherein the electrical stimulation is 
delivered at a frequency less than about 100 Hz (Pg. 9, Ln. 36). A range of 2-100/hz 
encompasses a frequency less than about 100 Hz. It would have been obvious to one 
of ordinary skill in the art to modify Rice's disclosure in view of Loeb as discussed in 
claim 1 and further including the use of electrical stimulation at a frequency less than 
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about 100 Hz as discussed by rice in order to stimulate the vagus nerve to treat motor 
dysfunctions. 

16. Regarding claim 4, In reference to Rice in view of Loeb in Claim 1 , Rice 
substantially discloses: The method of claim 1 wherein the stimulation increases activity 
of the at least one vagus nerve (Fig. 13, Element 400). It would have been obvious to 
one of ordinary skill in the art to modify Rice's disclosure in view of Loeb as discussed in 
claim 1 and further including the use of electrical stimulation on the vagus nerve as 
discussed by rice in order to stimulate the vagus nerve to treat motor dysfunctions with 
a smaller leadless stimulator. 

17. Regarding claim 5, In reference to Rice in view of Loeb in Claim 1 , Rice 
substantially discloses: The method of claim 4 wherein the stimulation is drug 
stimulation provided by at least a neural depolarizing agent (Pg. 8, Table 3). It would 
have been obvious to one of ordinary skill in the art to modify Rice's disclosure in view 
of Loeb as discussed in claim 1 , further including the use smaller leadless stimulator 
which includes the use of drug delivery as a stimulation method on the vagus nerve as 
discussed by rice in order to stimulate the vagus nerve to treat motor dysfunctions. 

18. Regarding claim 7, In reference to Rice in view of Loeb in Claim 1 , Rice 
discloses: The method of claim 4 wherein the stimulation is drug stimulation provided 
by at least one of an excitatory neurotransmitter, an excitatory neurotransmitter agonist, 
an inhibitory neurotransmitter antagonist, an agent that increases the level of an 
excitatory neurotransmitter, and an agent that decreases the level of an inhibitory 
neurotransmitter (Table 1 and 3). It would have been obvious to one of ordinary skill in 
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the art to use these drugs in a miniaturized version of Rice's device in view of Loeb 
leadless stimulator. 

19. Regarding claim 9, In reference to Rice in view of Loeb in Claim 1, Rice 
discloses: The method of claim 1 further comprising sensing at least one condition and 
using the at least one sensed condition to automatically determine the stimulus to apply 
(Fig. 13, 14, 15, and 16). It would be obvious to implement a closed loop feedback 
system into a miniaturized stimulator as discussed by Rice in view of Loeb. 

20. Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Rice in 
view of Loeb as applied to claims 1 ,2,3, and 9 above, and further in view of Ishukawa 
(US 6464687). 

21 . Regarding claim 10, In reference to Rice in view of Loeb, Ishukawa discloses: 
The method of claim 9 wherein the at least one sensed condition is acceleration (Pg. 4, 
Ln. 64). Applicant specifically stated the use of acceleration as at least one of the 
sensed conditions, it would be obvious to one of ordinary skill in the art to modify Rice's 
device as per claim 1 to include a miniaturized leadless stimulator and in further view of 
Ishukawa to implement a accelerometer in order to have the capability to sense a 
particular physical signal, such as acceleration in order to detect a level of motor 
function or dysfunction. 

22. Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over Zabara 
in view of Rice. 
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23. Regarding claim 17, Zabara discloses a stimulation device as described in claim 
1 above however does not disclose a method for drug delivery. In view of the teachings 
of Rice in his disclosure of a stimulation and drug infusion device, it would be obvious to 
one of ordinary skill in the art to implement a drug delivery system within an electrical 
neurostimulation device. Rice discloses: The method of claim 14 wherein the stimulation 
is drug stimulation provided by at least one of an excitatory neurotransmitter (Table 3), 
an excitatory neurotransmitter agonist (Table 3), an inhibitory neurotransmitter 
antagonist (Table 3), an agent that increases the level of an excitatory neurotransmitter 
(Table 3), and an agent that decreases the level of an inhibitory neurotransmitter (Table 
3). 

24. Claims 6 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Rice in view of Loeb as applied to claims 1 ,2,3,4, and 5 above, and further in view of 
Aebischer (US 6179826) et al. 

25. Regarding claims 6 and 8, Aebischer discloses: The method of claim 5 wherein 
the neural depolarizing agent is succinylcholine, which is an acetylcholine Agonist (Pg. 
6, Paragraph Starting on Ln. 4). Bethanechol is a stimulator, which is considered a 
biological factor as described in the reference paragraph above. It would be obvious to 
one of ordinary skill in the art to further modify Rice's device as discusses above 
including the use of a leadless stimulator and further specifically utilizing 
Succinylcholine since this is simply a acetylcholine agonist which is already 
implemented in Aebisher's device. Also Bethanechol is a stimulator, which could be 
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considered a biological factor, which is released through the delivery system discussed 
by Aebischer. 



26. Claims 16 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Zabara in view of Aebischer. 

27. Regarding claims 16 and 18, Zabara discloses an electrical neurostimulation 
device but does not disclose a drug delivery system. Aebischer discloses implantable 
therapy system and method for controlled local delivery of a biologically active factor. 
The examiner takes official notice that other devices such as the one disclosed of by 
Rice discloses a device that performs both electrical stimulation and drug delivery 
however the use of Acetylcholine or it's agonist is not mentioned in Rice's device. In 
view of Aebischer it would be obvious to one of ordinary skill in the art to combine an 
electrical stimulation device with a drug delivery system, which could locally deliver 
active biological factors such as Acetylcholine, and it's agonists. (Pg. 6, Ln. 4). It should 
be noted that active biological factors could include the use of acetylcholine and/or 
bethanechol. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jason E. Rosenzweig whose telephone number is 
(571)272-5559. The examiner can normally be reached on Mon-Fri 9:00am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert E. Pezzuto can be reached on (571)272-6996. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Jason Rosenzweig 
Patent Examiner 
Art Unit 3762 




Supervisory Patent Examiner 
Art Unit 3762 



